INTRODUCTION
Patents are often touted as important and even essential to promoting innovation in the area of drug discovery, but the potential benefits may be illusory or even nonexistent. In particular, to the extent that patent rights entitle their owner to exclude others from the making of the invention, the patent owner may price a patented drug at levels that are beyond what some countries can afford. Pharmaceutical companies that obtain patents emphasize that the patents promote research that helps all of society and that higher costs for patented drugs are an unfortunate, but necessary reality to funding expensive research and development of drugs. Such companies point to sunk costs such as extensive clinical testing of drugs, including those that never reach the marketplace. Human rights advocates and developing countries, on the other hand, emphasize that giving corporations rights to control access to medicine is inhumane where due to patent protection, treatment is available, but not affordable.
Can patent rights be reconciled with public health? Technically, every nation has the ability to decide whether or not to grant patents, including patents on pharmaceutical compounds. Historically, many nations elected not to provide any patents, or only limited patent rights as one method to promote greater access to medicine. However, while this option technically still exists, it is increasingly an illusory option in light of other realities. In particular, many countries of the world, including less developed countries, are members of the World Trade Organization (WTO). 1 One of the benefits of membership is access to global markets. However, the privilege of membership also carries certain obligations, including a commitment to comply with all related agreements to the WTO. One such agreement is the Trade-Related Intellectual Property Agreement ("TRIPS"), which established the first-ever minimum levels of patent rights on a global scale. 2 Essentially, TRIPS requires every WTO member to provide minimum levels of patent rights, including restrictions on what must be patentable subject matter, as well as permissible exceptions. Accordingly, under TRIPS, nations no longer have the flexibility to decide how to best balance patent rights against other goals, such as providing nutrition, or accessible health care.
This chapter aims to highlight some current global controversies concerning the appropriate balance between patent rights and public health. This chapter is divided into three parts. First, a brief background to TRIPS is provided, including its genesis, an overview of the patent provisions, and its place in the international world order. Second, current controversies concerning national attempts to address domestic interests while adhering to TRIPS are analyzed. Third, this chapter discusses heightened standards of patent rights that are imposed by international agreements since the conclusion of TRIPS. The fourth and final issue of this chapter discusses counter-movements to the general global trend towards ever-increasing patent rights.
I. TRIPS
A. Background
Genesis
Although TRIPS is now considered a cornerstone of international law, as well as a principal influence on national patent laws, its existence importantly does not reflect a uniform consensus amongst nations concerning the appropriate scope of patents. The negotiation of TRIPS was highly contentious; whereas wealthy countries with substantial intellectual property interests pressed for TRIPS, it was opposed by countries that previously had provided no patent protection, or only limited patent protection. The conclusion of TRIPS was substantially aided by the fact that it was part of a larger "package deal" with the negotiation of the WTO. In particular, any country desiring greater access to markets through the WTO was required to accept related WTO agreements, such as TRIPS. The linkage of TRIPS to the WTO enabled wealthier countries to succeed in raising levels of global intellectual property protection because they were able to use market access as a bargaining chip; prior attempts to negotiate international agreements that simply raised intellectual property standards failed since developing countries had nothing to gain by acceding to such requirements. 3 Another impetus for developing countries to agree to the TRIPS provisions was a belief that they would no longer be subject to unilateral pressure and economic sanctions by wealthier countries demanding increased protection of intellectual property. 4 Although the minimum standards under TRIPS clearly benefited the wealthy countries, they suggested that the new requirements would benefit all countries by setting the stage for increased foreign direct investment, as well as an environment that fostered 3. See, e.g., Gana (1996: 334) (noting that "the TRIPS Agreement accomplishes, through the potential threat of economic ostracism, what could not be accomplished through negotiations independent of the international economic framework"); Helfer (2004:2-3) (noting that TRIPS is defended as a package deal); Reich (2004: 362) (noting that the WTO negotiations succeeded where prior WIPO negotiations failed, because TRIPS was presented as a package deal to which countries could not resist if they wanted access to global markets). 4 See, e.g., Correa (2000: 11). innovation. This suggestion was not backed by empirical data and indeed, many policy institutes suggested that countries at different levels of developments should have different types of intellectual property laws. 5 The conclusion of TRIPS may also have been aided by the fact that developing countries initially believed that TRIPS would not be unduly invasive on sovereign interests because of language concerning social policy goals beyond patent rights within TRIPS. For example, article 7, entitled "Objectives," explicitly states that intellectual property rights should contribute "to the mutual advantage of producers and users . . . in a manner conducive to social and economic welfare." 6 Article 8, entitled "Principles," similarly refers to values beyond promoting innovation and explicitly states that members may adopt measures to protect public health and nutrition; however, the scope of such measures has always been controversial since only measures that are "consistent" with TRIPS are permissible. 7 Exceptions from the default standards for patentability as well as patent rights also have language concerning social norms. For example, one permissible exception from the default standard of patentability is for diagnostic and therapeutic treatments. 8 Another exception to patent rights notes not only the interests of the patent owner, but also the "legitimate interests of third parties," which have been speculated to include an interest in a quicker supply of low-cost generic drugs. 9 Despite such language concerning social norms, the ability of member states to balance patent rights against other social interests has been an ongoing issue since the conclusion of TRIPS. Countries have raised a number of disputes under TRIPS concerning the scope of patent rights, including issues concerning public health. Indeed, concern over the impact of TRIPS on public health gathered increasing momentum and led to the conclusion of the Doha Public Health Declaration in 2001, which provided some clarification on the interpretation of TRIPS, including some social policies.
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Although the Declaration was unanimously agreed to at the time, it was signed in the wake of a globally recognized AIDS epidemic. In addition, the unanimous declaration did not quell all disputes since some statements could be ambiguously interpreted -just as with TRIPS itself. For example, although the declaration proclaimed that "TRIPS does not and should not prevent Members from taking measures to protect public health," it did not provide much detail on how TRIPS should -or should not -be implemented to achieve this goal. 11 The Declaration did clarify a few discrete issues, including the fact that the grounds upon which compulsory licenses are issued are within the discretion of national governments. However, even this clear statement has not prevented continuing disagreements as later discussed within the section on compulsory licenses.
Overview
5 See, e.g. , U.N. Doc. E/C.12/2001 /15 (2001 , (noting that uniform rules may be inappropriate for nations at different levels of development); Commission on Intellectual Property Rights (2002:8) (noting that "[d] eveloping countries should not be deprived of the flexibility to design their IP systems that industrialized countries enjoyed in earlier stages of their own development."); Correa & Musungu (2002: 23) (noting that industrialized countries had varying evolutions of their patent systems that enabled them to take into account the competitive strength of their industries). 6.TRIPS, art. 7. 7.TRIPS, art. 8(1). 8 TRIPS, art. 27(3). In addition, "ordre public or morality" is referenced in a different exception from patentability. Id. art 27(2). 9 TRIPS, art. 30. TRIPS not only mandates that patents exist for all WTO member countries, but also sets forth certain minimum requirements for the patent systems of each country. In particular, TRIPS provides a general standard for patentable subject matter that effectively prohibits nations from limiting patents based upon social goals -other than those permitted under TRIPS. For example, countries can no longer unilaterally decide to bar patents on drug compositions because of their domestic preference for widespread access to drugs; so long as the new drug satisfies the patentability standards, there is no wholesale exception for banning patents on inventions that impact health. TRIPS also provides general standards for the scope of patent rights, including both the activities that constitute infringement, as well as what exceptions from patent rights are permissible. TRIPS also establishes the patent term, as well as additional rights that may effectively extend exclusivity for owners of drug patents through a new international norm regarding secrecy of information provided for regulatory approval.
Patentable Subject Matter
TRIPS requires that patents be generally available for all "inventions" in all fields of technology if they comply with the technical patentability requirements of being new, useful and nonobvious. 12 In particular, TRIPS specifies that patents must be available for products and processes.
13 This is a major change for dozens of countries that had previously provided no patents, or excluded drugs from the scope of product patents to improve the accessibility of drugs. TRIPS provides some exceptions to patentability; for example, members retain the right to exclude methods of medical treatment, as well as inventions that would violate morality if commercial exploitation were permitted. 14 Countries maintain some flexibility regarding what must be patented based on the lack of definition of key terms. For example, while TRIPS requires patents to be granted for all inventions, the term "invention" is not defined under TRIPS; similarly, what constitutes a field of technology is not defined. Accordingly, TRIPS does not demand that member states provide patents on isolated or purified compounds, or provide patents on methods of doing business -national discretion on such subjects may continue. In addition, countries also retain some flexibility in denying patents for inventions that they deem to lack novelty, industrial application, or inventive step. In particular, although these must be criteria under national patent acts, TRIPS similarly provides no definitions of these key terms.
Patent Rights
In addition to requiring that patents be granted, TRIPS also dictates the scope of patent rights. Under TRIPS, a patent owner is entitled to exclude others from making, using, selling, offering to sell, or importing the patented invention into the country for the term of the patent. 15 The term of patent rights "shall not end before the expiration of twenty years counted from the filing date." 16 Unlike some prior patent regimes that provided a fixed patent term calculated from the date of issuance, TRIPS does not specify when the patent term should begin and only states the earliest time that patent protection may expire. Although the only benchmark given is the filing date, TRIPS does not require that protection begin with the filing date of the patent application; accordingly, nations may continue to provide protection only from grant of an issued patent, or publication of an application. What is important, however, is that the term may not end before twenty years from filing. In particular, the WTO dispute process found Canada's patent act in violation of this provision because its term of 17 years from date of grant (for applications filed before 1989 -prior to TRIPS) did not always provide a term that would last 20 years from filing. 17 Canada argued that given the fact that examination of patent applications typically took five years, its absolute grant of 17 years from patent issuance was effectively the same and in some cases provided longer term than a grant of twenty years from issuance minus the period of examination. The WTO panel and the Appellate Body concurred that TRIPS requires that the term be provided as a matter of legal certainty.
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Exceptions from Patent Rights
As with granting of patents, there are permissible exceptions to patent rights under TRIPS --with respect to either the exclusive rights over the patented invention or the patent term. 19 The first exception, under article 30, explicitly states that it is a "limited exception" and has been narrowly interpreted by a WTO panel to have three separate and cumulative conditions that substantially restrict the ability of member states to deviate from the standard patent rights. 20 The second exception, under article 31, essentially permits compulsory licenses, but only if a dozen procedural criteria are satisfied. 21 The exception for compulsory licenses has been highly contentious, and will be discussed in greater detail in the next section.
Data Protection
In addition to demanding that patents be provided, TRIPS also mandates the firstever international norm for trade secrecy. The trade secret right required under TRIPS is only for information that is provided to governmental agencies, but otherwise "undisclosed" to third parties. 22 In other words, TRIPS provides protection from "unfair competition" for information that must be submitted to obtain approval of the marketing of a pharmaceutical or agricultural compound. constitutes the impermissible "unfair competition." In addition, TRIPS also does not state how long the protection from unfair competition should last. The interpretation of these terms would be important in assessing whether and when a generic manufacturer could rely on the submission of a pioneering drug company to obtain approval for its own product. Although there have been disputes, there has thus far not yet been an official determination by a WTO panel concerning the scope of this provision. 23 On the other hand, this right may be irrelevant for the many countries subject to heightened requirements under TRIPS-plus agreements discussed in a later section.
Enforcement
One important aspect of TRIPS lies in the enforceability of its provisions. Although some countries were given a transition period to fully comply with TRIPS in light of their developmental stage, all requirements, including transitional provisions, are ultimately enforceable under the WTO framework. TRIPS is enforceable pursuant to the Dispute Settlement Understanding (DSU) that governs all WTO agreements. 24 The DSU is considered the most powerful enforcement mechanism of any international agreement because decisions pursuant to the DSU are backed by the WTO. Nations who do not comply may lose WTO benefits.
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One result of the DSU is that TRIPS provisions tend to dominate over not only domestic interests, but also competing international agreements and norms. Because other international instruments and organizations do not have the same enforcement ability, their interests are effectively not promoted. For example, the universally recognized rights to health, and right to life, as recognized by UN agreements, are not easily definable, let alone enforceable. In contrast, patent criteria under TRIPS are clearly defined and have strong enforceability under the DSU. WTO panels that consider TRIPS violations pursuant to the DSU must take into account international norms when interpreting WTO rules, such as TRIPS. 26 However, international norms also dictate that where a treaty's terms are clear, there is no need to look beyond the text. 27 Moreover, even if a WTO panel were to consider human rights norms in interpreting TRIPS, that would be a far cry from enforcing international norms beyond TRIPS. For example, UN resolutions suggesting that fundamental human rights, such as a right to health, be given "primacy" over TRIPS, are not enforceable under the WTO framework and also lack independent enforceability. Since each international regime provides its own rights and enforcement provisions, the regime with the strongest enforcement ability -WTO/TRIPS -effectively 23 The United States brought a formal case against Argentina for alleged failure to comply with this provision, but the case failed to produce clear rules since it was ultimately settled after two years of discussion. See World Trade Organization, Notification of Mutually Agreed Solution According to the Conditions Set Forth in the Agreement, WT/DS171/3, WT/DS196/4, IP/D/18/Add.1, IP/D/22/Add.1 (June 20, 2002) . For an interesting review of the background leading to the TRIPS provision, including limitations to its interpretation, Reichman (2004) . 24 DSU, art. 23 25 Dreyfuss & Lowenfeld (1997: 276-77) ; Helfer (2004: 22) . 26 DSU, art. 3(2) . Customary rules include at least the interpretative rules under the Vienna Convention, which requires that a treaty be interpreted in "good faith" in accordance with the "ordinary meaning" of the treaty terms in their context and in light of the object and purpose of the treaty. Vienna Convention on the Law of Treaties, art. 31(1). 27 Vienna Convention on the Law of Treaties, May 23, 1969, 8 I.L.M. 679 art. 31. dominates over other international norms. Outside of specific cases of TRIPS violations, there is no separate mechanism to consider the extent to which TRIPS conflicts with or even nullifies other international norms. There is no official requirement that TRIPS not impinge on other international treaties and even in the event of such an arguable conflict, it would not constitute a justiciable action under the WTO.
B. Current Issues
Patentability
As noted earlier, TRIPS mandates patent protection for all "inventions" that satisfy the criteria of patentability, but does not define what constitutes an invention, thereby allowing some domestic differences and flexibility. However, the limits of that flexibility may be challenged by India's current patent act because it provides a new gloss to the limits of patentable subject matter. Although India's 2005 amendments to its patent act did extend patent protection to products in all fields of technology, notably including drug patents for the first time, it did so with a major caveat. In particular, the current law excludes certain products from the scope of patent protection where they are considered to be variations of existing compounds. Section 3(d) of the present Indian patent law provides that:
Mere discovery of a new form of a known substance which does not result in the enhancement of the known efficacy of that substance, or the mere discovery of any new property or new use for a known substance or of the mere use of a known process, machine or apparatus unless such known process results in a new product or employs at least one new reactant [can not be patented].
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In addition, an explanation to this provision clarifies that chemical derivatives, such as salts, esters, isomers, and other combinations, shall be considered to be the same substances, unless they differ significantly in properties with regard to efficacy.
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India's provision is unique in excluding subject matter from the scope of patentability that would generally be considered -if at al -under other patentability criteria. Other countries do not exclude compounds from consideration as patentable subject matter based on the similarity to prior compounds. Rather, most other countries consider similarity to prior compounds only under the other requirements of whether a compound is new and has an inventive step. In addition, although a related compound might seem likely to be considered to lack an inventive step, many patent laws construed this requirement in a manner that in fact considered chemically similar products to often satisfy the test. Whether or not something is more efficacious is more akin to a question typically considered by an agency concerned with sale of drugs. However, even then, the question typically only focuses on whether the new drug is safe and effective, but not necessarily more effective than other products, let alone one that is chemically similar.
28 India Patents (Amendment) Act, 2005 ¶ 3(d) . 29 Ibid. The Indian law limiting patentability of modified compounds was done with the specific intention of avoiding a practice common within the pharmaceutical industry of obtaining a portfolio of patent protection based upon a single drug that essentially enables a company to obtain exclusivity far beyond the term of a single patent. Often referred to as "life cycle management" or "evergreening," this occurs when multiple patents are obtained related to a single commercial product based upon slight variations after an initial patent on the underlying chemical compound. For example, subsequent patents issued to the same patent holder may be for new uses of the same compound or new dosing mechanisms. Although criticized by generic drug companies and patients' rights groups, evergreening is an established practice in many industrialized countries. India, however, apparently was not interested in simply following suit.
The scope of India's exception to patentability has already been the subject of one globally watched dispute surrounding the denial of a patent on a cancer drug to Novartis for its drug Glivec, alternatively marketed as Gleevec. In particular, the above exception was the focus in two related petitions brought by Novartis after denial of its patent application. 30 Novartis not only sought judicial relief from the denial of its patent application, but also a declaration that the Indian law was invalid. 31 Novartis asserted that section 3d of the Indian patent law was invalid as inconsistent with TRIPS; it suggested that the exclusions established "new hurdles for pharmaceutical innovation, unjustifiably and illegally narrowing what is patentable." 32 In addition, Novartis asserted that the provision was also invalid as arbitrary, illogical and vague, such that it was unconstitutional under Article 14 of India's constitution.
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The Novartis case was closely watched by both patent holders and public health advocates worldwide. For multinational pharmaceutical companies such as Novartis, the case was essential to determining its patent rights not only in Glivec, but in other compounds as well.
34 Such companies also believed that challenging India's patent law was essential to ensuring strong global patent rights. On the other hand, public health advocates were concerned that if the Indian law was found invalid, access not only to Novartis' Glivac drug, but other medicines would be affected. In particular, such advocates saw the case as a small window of opportunity to prevent patents on variations that were not sufficiently inventive to justify extended monopoly terms.
Novartis disputed that its possible success might negatively impact access to medicine. Novartis asserted that protecting patent rights is essential because patents "save lives by stimulating innovation." 35 Novartis also asserted that its litigation was only about the fundamental legal principles and would not have an impact on access to 30 The denial of its patent application also terminated its exclusive marketing right, a right that WTO member states were required to provide if they did not immediately provide patent protection. See TRIPS, art. 70(9) . 31 See, e.g. Gentleman (2007) . 32 Novartis (2007) . 33 See, e.g., Novartis v. Union of India, para. 1 (Madras H.C. June 8, 2007) 34 Although the Novartis case was of primary interest to multinational pharmaceutical companies, the challenged Indian provision was also questioned by some Indian pharmaceutical companies. In particular, some believed that most innovations of current Indian companies are primarily incremental and might thereby be denied patent protection whereas multinational companies would be the only companies with adequate resources to develop patentable products. 35 Novartis (2007) .
Glivec since 99% of patients in India currently receive it without cost from Novartis. 36 Novartis also suggests that generic versions of Glivec would not improve access to medicine because factors other than drug cost impede access.
Novartis was pressured repeatedly to withdraw its case. The U.S. Chair of the Congressional Committee on Oversight and Government Reform wrote to Novartis to suggest that it reconsider its position for fear that its suit would have a severe impact on worldwide access to medicine. 37 Similarly, five members of the European parliament issued a declaration asking Novartis to drop the case. 38 The German minister of economic Cooperation and Development also asked Novartis to drop the case. 39 However, Novartis resisted all these pressures and persisted in its legal challenge.
Whether Novartis deserved an Indian patent on Glivec is an interesting question since the drug is recognized as an important cancer drug. Novartis highlights the fact that the drug is a medical breakthrough that is recognized world-wide and patented. However, Novartis does not emphasize that its contested application is not for the fundamental breakthrough drug -which has already been patented -but, rather, for a variation on that drug that would essentially enable Novartis to continue to have a monopoly in the marketplace for the drug beyond the original patent term, thereby preventing lower-cost generics from entering the marketplace. The application at issue here is for a new beta crystal version of Glivec. Although one opinion of the patent office suggested that the beta crystal version was previously known, the controversy focused on whether the crystal version, if not known, would be barred under section 3(d). According to some, even the new beta crystal version should have met India's standard because the new version is more stable at room temperature and has a 30% improvement in bioavailability. 40 Arguably, an increase in bioavailability could constitute an improvement of efficacy, however, what constitutes efficacy is not explicitly defined, let alone how the efficacy should be proven.
Although the Indian high court ultimately rejected Novartis' challenge, the narrow scope of the opinion suggests that is not the final chapter to this controversy. The court held that Novartis had no standing to challenge whether India's patent act complied with TRIPS and suggested that any such issue should be subject to resolution within the WTO system. 41 In addition, the court rejected the constitutionality challenge since it found that the term "efficacy" is well known to those in the pharmaceutical field and that a law is not necessarily arbitrary and vague simply because it sets out a general framework.
42 Even though it agreed that the current language could result in arbitrary application by the patent office, the court contended that the appropriate remedy was not invalidation of the statute, but appeal of individual cases denied by the patent office. Anne Ferreira et al (2007) . 39 Gerhardsen, 15 Feb. 2007 . 40 Bate (2007) . 41 Novartis v. India, para. 8. 42 Novartis v. India, paras 13-14. 43 Novartis v. India , paras 11, [16] [17] [18] Although Novartis cannot bring a case before the WTO, it may petition a WTO member country to do so. In addition, if India rejects additional patent applications of interest to multinational corporations and/or WTO members, a challenge before the WTO may be likely. However, unless and until a WTO panel rules on the Indian patent law, the Indian law remains on the books and the TRIPS question remains outstanding.
In the meantime, as this book goes to press, there is a new legal controversy that may implicate section 3d of the Indian Patent Act once again. This time the provision is being raised as a defense to a patent infringement action brought by Roche against India generic maker Cipla; moreover, Cipla is seeking to have the patent be revoked on this ground. 44 The Delhi High court has heard arguments by the parties concerning whether to impose an injunction against Cipla for marketing the patented drug Tarceva, which is used to treat cancer. 45 Cipla apparently asserts that the active ingredient in Tarceva is a derivative of an earlier substanced called gefatinib, such that a patent is impermissible unless increased efficacy is established. The scope of the "limited exception" to patent rights may also be reconsidered in the near future. One possible dispute concerning what constitutes a "limited" exception to patent rights may focus on a provision of India's patent laws that limits patent rights for some owners. Although India is the only country that currently has this law, it may be important since India is the source of many generic drugs and supplies the majority of generic AIDS medications.
India took a novel approach to limiting patent rights for patents filed under the "mailbox" provision of TRIPS. For countries that did not allow product patents at the time TRIPS was concluded, they were required to immediately adopt a procedure whereby owners of patents in other countries could file applications in India to be reviewed once product patent protection was authorized in the order in which they were received. 47 In other words, although the patent applications would not be immediately examined, once product patent protection existed, they would be reviewed in the order in which they were received and the Indian filing date, or any applicable earlier priority date would be utilized with respect to prior art. The questionable aspect of India's patent law is that it does not provide the same rights to mailbox applications that ultimately are granted patents as other applications. In particular, the owner of a patent based on a mailbox application may only recover "reasonable royalties" against companies that were using the invention prior to January 1, 2005. Moreover, the patent owner is powerless to enjoin such companies from continuing to make and sell the invention. 48 The law technically only limits the patent owner from obtaining full remedies against those who "have made a significant investment", were producing the product prior to January 1, 2005, and continue to manufacture the product.
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44 Shrivastava (Feb. 9, 2008) . 45 Ollier (Jan. 28, 2008) . 46 Ollier (Jan. 28, 2008) ; Shrivastava (Feb. 9, 2008) . 47 TRIPS art. 70(8) . 48 India Patents Act 2005, 11A(7). 49 Ibid.
The effect of this provision is to enable generic manufacturers of inventions subject to mailbox applications to continue to do so with a de facto compulsory license, so long as they had the foresight to begin their production before January 1, 2005 and subject only to the caveat a "significant investment" (undefined in the law). Practically, this means that although product patents are permissible under Indian law, the generic drug industry may continue to exist at least for drugs that were produced prior to January 1, 2005. This generic production would be in addition to production of any drugs denied patentability under India's novel section 3d of its patent laws barring patents on variations of existing compounds that are more efficacious.
The issue is whether India's de facto compulsory license could be considered a "limited exception" under TRIPS. After all, TRIPS states that all patents must be entitled to the same scope of rights without discrimination based on technology. In addition, Article 28 clearly states that the patent owner is entitled to bar third parties from making, using, offering for sale, selling or importing the patented invention. Such a right is facially compromised by a provision allowing unauthorized use of the patented invention, subject only to payment of a reasonable royalty. Also, the "limited exception" under Article 30 has been interpreted very narrowly in the single WTO case considering the exception. The first requirement is that the exception be a "limited" one in scope and the unlimited making and sale of a patented product seems far from limited. 50 Indeed, in the Canada Generic Medicines case, the WTO panel rejected a far more limited use; in particular, it rejected Canada's claim that so long as the patentee had the exclusive right to sell, the other rights could be restricted. 51 Here, even that right is not exclusive to the patentee.
Compulsory Licensing
The scope of compulsory licenses under article 31 has recently been at issue in the wake of licenses issued by Thailand and Brazil. Although Brazil quickly withdrew its single compulsory license after obtaining a favorable reduction in price, Thailand has thus far resisted generally resisted pressure to withdraw its licenses. 52 Over the course of a few months, Thailand issued three licenses on both HIV treatment, as well as on the heart drug Plavix. More recently, on the eve of a change in administration, Thailand approved compulsory licenses on four cancer drugs. 53 The new administration has stated that it will review all the licenses in light of pressure from patent owners, as well as other nations. 54 However, regardless of whether Thailand bows to political pressure, its licenses, as well as the controversy concerning them serve as a useful example to clarify what actually is required under TRIPS. In particular, this section will address the contention that the licenses were inappropriate in view of the patented subject matter, as well as whether prior negotiation with the patent holder was required before issuing the 50 WTO, Canada-Patent Protection of Pharmaceutical Products, WT/DS114/R (Mar. 17, 2000) . 51 Ibid para 7.33. 52 In one case, a compulsory licenses was deemed not necessary when patent holder Novartis agreed to give its cancer drug Glivec for free to Thai patients below a certain income level. Thailand Giant Drugmaker Novartis (Thailand) To Give Free Cancer Drug to Thai Patients, (Feb. 4, 2008) . 53 Ministry of Public Health and National Health Security Office of Thailand (2008) . 54 Thailand Public Health Minister to Review Thai Compulsory Licensing, (Feb. 11, 2008); Thailand Health Ministry Change Could Mean Fewer CLs (Feb. 8, 2008). licenses. This section also uses the Thailand situation to illustrate that there are additional issues beyond TRIPS that implicate the feasibility of actually using such licenses to improve access to medicine.
Article 31 applies to national legislation that permits unauthorized use by the government, or third parties authorized by the government, in situations that do not fall under article 30 and satisfy a long list of procedural requirements. Generally, a state must attempt to negotiate for a license directly from the patent holder before imposing a compulsory license. 55 However, this negotiation may be waived in cases of "national emergency," or other circumstances of "extreme urgency," or "public non-commercial use." 56 Regardless of whether a country is entitled to avoid an initial consultation with a patent owner prior to compulsory licensing, that country must always satisfy a number of other conditions according to TRIPS. 57 For example, conditions governing the grant of a license include that use shall be "considered on its individual merits," 58 and that the scope and duration of the use must be "limited" to the authorized purpose. 59 Additional mandatory procedural safeguards also exist in the form of judicial or other independent review of the use authorization. 60 Even if the use is authorized, it is contingent on "adequate remuneration" being paid to the patent holder. Such remuneration must take into account the "economic value of the authorization."
61 As with the review of the use authorization, remuneration decisions are subject to judicial or other independent review.
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Permissible Subject Matter
What constitutes appropriate subject matter for compulsory licensing has been a key point of contention in the Thai licenses. In addition, since it has been an issue since the conclusion of TRIPS, exploring this issue is important. As with all analyses of TRIPS, the proper place to begin is with the text of TRIPS itself. The negotiation history should be consulted only when the text is ambiguous, or to confirm a meaning. As will be shown, all analyses point to a conclusion that there is no limit on the type of subject matter that may be subject to compulsory licensing under TRIPS.
Article 31 is a lengthy provision that has many procedural requirements, but no explicit provision limiting the type of subject matter for which it applies. To the contrary, the only provision mentioning subject matter relates to additional requirements for the scope and duration of licenses only in the case of semi-conductor technology. 63 The mention of only one type of technology and only for one sub-section of Article 31 55 TRIPS, art. 31(b) (noting that compulsory use should not be permitted unless the proposed user has first "made efforts to obtain authorization" for use from the patent owner on "reasonable commercial terms" and those efforts have "not been successful within a reasonable period of time"). 56 Ibid. Even in cases where waiver of negotiations with the patent owner is applicable, the patent owner must be notified of the use "as soon as reasonably practicable." Ibid. .
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In addition, other grounds include non-commercial use, dependent patents, and anti-competitive practices. See TRIPS, art. 31(a)-(l). Ibid. For example, Thailand considers a royalty rate of 0.5% of the total sale value to be compliant. See, e.g., Khwankhom (2006) . 62 TRIPS, art. 31(j). 63 Whereas the general requirement for scope and duration of compulsory licenses is that use be limited to the purpose for which it was authorized," for semi-conductor technology, use "shall only be for public non-commercial use or to remedy a practice determined … to be anti-comeptitive." TRIPS, art. 31(c).
requirements suggests that there is no general restriction on what subject matter may be licensed.
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In addition, although some member states continue to contest whether there should be limits to what subject matter may be licensed, the Doha Public Health Declaration is very clear on this point. In particular, it states that "each member has the right to grant compulsory licenses and the freedom to determine the grounds upon which such licenses were granted."
65 Indeed, part of the impetus for negotiating this declaration was that some developing countries were concerned that anticipated compulsory licenses would be considered in contravention of TRIPS.
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In addition, the negotiating history confirms that there should be no restrictions on the type of subject matter considered permissible since such restrictions were actually contemplated and specifically rejected. For example, the additional limitations on the licensing of semiconductor technology were previously proposed by the U.S. to apply to all compulsory licenses. 67 In addition, while most of the procedural requirements in the final version of article 31 are similar to the initial draft in 1990, 68 one major distinction is that the initial draft contained a specific list of permissible subject matter that could be subject to licensing. 69 In addition, even these limitations disappeared in the next draft of the provision. Accordingly, subject matter limitations were previously considered and rejected before the final text of TRIPS article 31 was concluded.
In addition, to differences in the draft text based upon the input of all parties, the final version of article 31 is notably different from prior U.S. proposals that attempted to restrict compulsory licenses solely to adjudicated violation of competition laws or to address a declared national emergency. The U.S. attempted to distinguish limit compulsory licenses, which it disfavored, from government use, for which it wanted wide discretion in subject matter. The U.S. negotiating position was intended to ensure that TRIPS would not require any modification to existing U.S. law which enables the government -or those authorized by the government --to use any patent without authorization of the patent owner, subject only to subsequent suit for reasonable compensation.
70 During negotiations, the U.S. explicitly denied that its laws were limited to government defense; rather, it stated that its use was unlimited in subject matter. 71 64 Watal (2001: 321) . 65 Doha Public Health Declaration, para. 5(b). 66 See, e.g., Draft Ministerial Declaration (2001: pmbl) (noting "the "vulnerability of developing and least developed country members to the imposition or thee threat of imposition of sanctions . . . "). 67 Watal (2001: 244) . 68 Both require a presumption of negotiation with the patent owner prior to compulsory license, yet both waive this requirement in the case of a national emergency. Compare TRIPS, art. 31 with WTO (1990:para 5A.2.1-5A.2.4)(qualifying language with "except in the case of a manifest national emergency." Both require consideration of the individual merits, limitation in scope to the initial purpose, non-exclusive use, supply predominantly for the domestic market, judicial review, as well as some type of remuneration. 69 In contrast to the current article 31, the 1990 draft stated that "compulsory license may only be granted for the following purposes." Gervais (2003: 248) . In particular, the six permissible subjects suggested as appropriate to compulsory licenses include a remedy of an adjudicated competition law, to address a national emergency, national security or critical peril of life, overriding public interest or the possibility of exploitation by the government or third parties, dependent patent, or failure to work an invention. Gervais (2003: 246-47) . 70 See 28 USC 1498. 71 See, e.g., United States Review of Legislation in the Fields of Patents, IP/Q3/USA/1, at 12 (May 1, 1998)(denying that 1498 was limited to activities within the national security sector and claiming that any 'noncommercial use by or for the government' would qualify').
After failing to persuade other members of any real distinction between government use and compulsory licenses, both were combined in one text that provides no subject matter restrictions.
72 Although the negotiating strategies of individual countries are not technically part of the supplemental record that is pertinent to interpretation of treaties, it does suggest that at least the U.S. believed that article 31 covered a broad range of subject matter. This is consistent with the prior interpretation and useful background with regard to subsequent controversy between the U.S. and Thailand regarding whether the Thai licenses were improper.
Is a "National Emergency" Required?
Considering the explicit declaration of the Doha Public Health Declaration in 2001, the continuing misperception that a national emergency is required deserves further discussion. Part of the problem may be that the Doha Public Health Declaration addressed a number of different topics, such that differing provisions may be improperly conflated. For example, while it clearly states that members have the freedom to determine the grounds upon which licenses were granted, a more frequently remembered provision is for a different topic relating to when initial negotiation with the patent owner may be waived. In particular, as will be discussed in more detail in the next section, although there are no limits to the types of subjects that may be licensed under article 31, certain subjects may permit a government to avoid an initial consultation with the patent owner. One of these situations, a national emergency, was expressly discussed in the Doha Public Health Declaration. In particular, it clarified that "[e]ach member has the right to determine what constitutes a national emergency or other circumstances of extreme urgency, it being understood that public health crises, including those relating to HIV/AIDS . . . and other epidemics can represent a national emergency or other circumstances of extreme urgency."
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Past situations involving use of compulsory licenses may have reinforced a perception that compulsory licenses are limited to national emergencies simply because of the attention devoted to use of licenses in such circumstances. For example, Brazil has repeatedly threatened to issue compulsory licenses for HIV drugs to address AIDS. Indeed, the Doha Public Health Declaration was prompted by the concern of developing countries that their ability to issue compulsory licenses to address AIDS epidemics might be unduly challenged; they sought an express clarification from all WTO countries.
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Prior Negotiation
The next disputed issue is when -if ever --a country is permitted to waive the usual requirement of prior negotiation with the patent owner prior to issuance of a compulsory license. Criticism of the Thai licenses suggests that some believe prior negotiation is always required. For example, patent owner Merck suggested that it was always entitled to negotiation prior to the issuance of a compulsory license under 72 Watal (2001: 320-21 
TRIPS.
75 This section will show that this is incorrect based upon a proper analysis of TRIPS that begins with the text of TRIPS itself.
Article 31 states that a compulsory license "may only be permitted if, prior to such use, the proposed user has made efforts to obtain authorization from the right holder on reasonable commercial terms and conditions and that such efforts have not been successful within a reasonable period of time."
76 Importantly, however, this is not the end of the provision. Rather, the very next sentence states that "[t]his requirement may be waived by a Member in the case of a national emergency or other circumstances of extreme urgency or in cases of public non-commercial use."
77 In other words, prior negotiation with the patent owner is not required by TRIPS in three situations -a national emergency, a "circumstance of extreme urgency" or public non-commercial use. Although discussion often emphasizes that prior negotiation may be waived for a national emergency, this is only one of three possible situations where prior negotiation is not required.
Turning to the controversy concerning Thailand, there are actually two conflated issues. First, there was the erroneous perception by some that a national emergency is always required. However, as just noted, although a national emergency may be relevant to compulsory licenses, it is never a requirement for issuance of such a license. Rather, it is only of possible relevance if a country wishes to waive the prior negotiation requirement. As noted in the last section, compulsory licenses are not limited to situations of national emergency since there is no subject matter requirement. The second, and more pertinent issue is whether Thailand's issuance of the licenses was consistent with the prior negotiation requirement. There is actually a factual dispute concerning whether Thailand did in fact conduct prior negotiations. If Thailand did so, then there is no need to consider whether its actions fell within one of the three permissible waivers of the negotiation requirement. However, given that this requirement has engendered so much confusion, further analysis is needed to better understand the requirement.
Assuming that there were no prior negotiations between Thailand and the patent owners, could Thailand qualify for a waiver of negotiation for its compulsory licenses? The actual licenses each stated that they were issued based upon public non-commercial use, which is one of the three situations that permits waiver of prior negotiations. However, to distinguish the differences amongst the waiver situations, this section will analyze not only whether public non-commercial use was proper (as well as what it means), but also whether Thailand could have avoided negotiation based upon the national emergency condition. The licenses can be analyzed as two separate groups -the licenses for antiretrovirals versus licenses on Plavix, a heart drug medication. The national emergency exception to prior negotiation is discussed first, followed by public non-commercial use. 75 Kazmin (2006: 9) . 76 TRIPS, art. 31(b). 77 Ibid.
National Emergency
The first question is whether any of the licenses could have been issued based upon a national emergency. There should be no serious question regarding the two patented antiretrovirals since there is global recognition that AIDS can be a national emergency. WTO member countries specifically included AIDS as an example of what would constitute a permissible national emergency or situation of extreme urgency under the unanimously agreed Doha Public Health Declaration in 2001. 78 However, some controversy erupted over whether the Plavix license reflected Thailand's belief that there was a national emergency concerning heart disease. 79 Thailand never asserted such a belief and the controversy seemed to surround a misunderstanding concerning another basis upon which prior negotiation may be waived; namely, whether there was a public non-commercial use. Indeed, the next section explicitly considers whether Thailand's license of Plavix constitutes a public non-commercial use, such that prior negotiation with the patent owner was unnecessary under TRIPS. Although there has thus far been less news concerning reports of licenses of anti-cancer drugs, perhaps in light of current Thai reconsideration of such licenses, the analysis for such licenses would be the same.
Public Non-Commercial Use
According to customary principles of international law for interpreting treaties, such as TRIPS, the ordinary and customary meaning of terms should be used. Only if the terms are ambiguous should supplementary text, such as prior drafts, be used. In addition, although supplementary texts may be used to confirm a meaning, prior history is fairly minimal in this case such that this is not much of an issue.
What is the plain meaning of "public non-commercial use?" The term is not defined in TRIPS or the Doha Public Health Declaration. The lack of direct guidance in the Declaration concerning the scope of public noncommercial use simply means that the text of TRIPS -albeit limited -is the primary focus for analysis, together with any ordinary and customary meaning. So, the question remains, what is the ordinary and customary meaning of "public noncommercial use?" Many sources concerning TRIPS give scant attention to the scope of this definition. 80 However, the ones that do suggest that the term could be broadly interpreted. One resource book on TRIPS suggests that "public" may broadly refer to either use by the government, or use that is for the public benefit. 81 However, what constitutes "noncommercial use?" Can use by a private company ever constitute noncommercial use, even if it is for public benefit? Some have suggested that a 78 Doha Public Health Declaration, para 5 (c). 79 See, e.g., Gerhardsen (Feb. 16, 2007) , (noting that Sanofi-Aventis was surprised by the Plavix compulsory license since lack of access would not constitute an "extreme emergency."); Bangkok's Drug War goes Global, (Mar. 7, 2007) (noting that 'heart disease isn't a 'national emergency'"); Cass (Mar. 13, 2007) (suggesting that if treatment for heart disease is considered a national emergency, Thailand not only starts down a "slippery slope," but also sets "dangerous precedent" for TRIPS that threatens "all intellectual property"). 80 For example, the Gervais book on TRIPS generally provides detailed analyses of provisions, but does not attempt to define public noncommercial use. Rather, it's "comment" concerning this term only addressees the fact that the right holder just be notified if it has reason to know that the technology is patented. Gervais (2d ed. 2003: 251) . 81 UNCTAD-ICTSD (2005: 471) . commercial enterprise could qualify if the licensed product is sold without a profit, such that it is not functioning as a typical commercial enterprise. 82 This interpretation is also reinforced by the fact that the term was intended -at least by U.S. negotiators -to allow the U.S. to continue to grant government contractors the ability to use patented technology. 83 During the negotiation of TRIPS, the U.S. stated that this ability was not limited to inventions relating to national security, but could include any patented invention, even though it has most often been used for things such as creating planes and missiles. 84 In addition, during the brief anthrax scare, the U.S. contemplated a compulsory license under the same provision to enable a company to produce greater quantities of the antibiotic ciprofloxacin to ensure an adequate supply. Moreover, permitting a broader interpretation of public noncommercial use could be consistent with reading article 31 in light with the objectives and principles of TRIPS, as required pursuant to the Doha Public Health Declaration. In particular, article 7 provides that "intellectual property rights should contribute to … dissemination of technology, to the mutual advantage of producers and users … in a manner conducive to social and economic welfare." 85 In the case of Thailand, the third party would be making low-cost quantities of HIV drugs to ensure that Thai citizens have access to essential medicines as required by law.
Based upon the above discussion, another examination of some of the criticisms of the Thai license on Plavix suggest that the criticisms are not well-founded under TRIPS. For example, some have suggested that the Plavix license was suspect because it was issued by a military-based government to a for-profit entity.
86 TRIPS expressly permits the government to authorize a third party to use a compulsory license. Moreover, the fact that the authorized party is a for-profit entity would not necessarily preclude its licensed use from qualifying as public non-commercial use if done for the benefit of the public. So, what about the fact that the license is from a military-based government? Is the political leaning of a government an issue under TRIPS? There is nothing under the terms of TRIPS article 31 about the type of government entitled to use a compulsory license, let alone any suggestion that use of licenses by a military-based government should be subject to increased scrutiny. In fact, other provisions of article 31 suggest that discretion is given to the national authority -without regard to how it is organized. For example, the decision of what constitutes permissible subject matter is one that is within the province of the national government.
Compulsory Licenses Under TRIPS as a Non-Existent Option
82 Watal (2001: 328) ; UCTAD-ICTSD (2005:471) . Moreover, one resource book goes so far as to say that the phrase is a "flexible concept, leaving governments with considerable flexibility in granting compulsory licenses without requiring commercial negotiations in advance . UNCTAD-ICTSD (2005: 471) . 83 One commentator suggests that the phrase "public non-commercial use" was coined to encompass the type of use that is permitted by the U.S. under section 1498. Gorlin (1999:34) . 84 United States Review of Legislation in the Fields of Patents, WTO, IP/.Q3/USA/1 (May 1, 1998), at 12 (denying that 1498 was limited to activities within the national security sector and claiming that any "noncommercial use by or for the government" would qualify). 85 TRIPS, art. 7. 86 See, e.g., Lonely Thailand, May 23, 2007 (suggesting that Thailand was "exploiting vague language" in the context of suggesting that use by a military-based government can not constitute public-non-commercial use).
Although the above discussion shows that Thailand's licenses should be permissible under TRIPS, there are other important factors that may impact whether Thailand continues its licenses, as well as whether other countries will follow suit. In particular, despite the fact that Thailand took the unprecedented step of issuing a ninety page document to explain the TRIPS-consistency of its licenses for antiretrovirals, as well as Plavix, controversy has not abated.
87
No New Drugs
Patent owner Abbott announced that it was withdrawing registration of half a dozen new drugs in Thailand even after Thailand issued its explanatory report. 88 Despite widespread condemnation and protests of Abbott's actions by patient rights groups and doctors, Abbott thus far has not backed down from its decision to blacklist Thailand.
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Abbott's actions underscore that issuing a TRIPS-complaint compulsory license may have the unintended effect of worsening overall access to medicine. Abbott's decision not to register certain drugs is not governed by TRIPS because TRIPS only governs whether a certain country provides patent rights. It does not govern whether drug manufacturers must seek patent rights or registration of patented drugs. 90 Nonetheless, if countries are practically precluded from using the "flexibility" under TRIPS for fear of retaliation beyond the scope of TRIPS, such flexibility is essentially non-existent. After all, what good is a compulsory license of one drug for a relatively small population of 50,000, if it results in seven other drugs not being available for any citizens?
Although Abbott is the only patent owner to have taken retaliatory action of the three owners of licensed patents, the unexpected and drastic measure of removing additional drugs from the Thai market may make Thailand as well as other countries wary of exercising their right to authorize compulsory licenses in the future. The fact that retaliation through removal of drugs from the registration process is not governed by TRIPS or any other international agreement means that a country such as Thailand is without any international legal recourse to challenge Abbott's actions.
US Retaliation
In addition to suffering retaliation from Abbott, Thailand may also suffer broader economic losses as a result of its compulsory licenses. In particular, the most recent Special 301 Report issued by the U.S. Trade Representatives Office lists Thailand as a 87 Ten Burning Issues . 88 See, e.g., Gerhardsen (March 3, 2007) ; Hookway & Zamiska (2007) . 89 Abbott's decision was not a positive one for public relations as it resulted in worldwide protests, as well as protests at the annual shareholder meeting See, e.g., Jaspen (2007) . 90 If a company does seek to sell a drug, TRIPS does require that the information submitted to the regulatory agency be protected from unfair competition under article 39. However, there is nothing under TRIPS that mandates a company to submit such information in the first instance. priority watch country. 91 The listing is the first step towards possible economic sanctions unilaterally determined and imposed by the United States.
In addition, the listing of Thailand as a priority watch country emphasizes that TRIPS compliance does not provide a country with immunity from sanction under the U.S. trade act. Technically, the U.S. could list any country that it believes is in violation of an international trade agreement, such as TRIPS. However, the fact that the recent report failed to note any specific provision of TRIPS that Thailand has violated, suggests that there is no provision at issue. Rather, the report noted that the licenses as cause for "serious concern" and as "indications of a weakening respect of patents."
92 While this may seem odd, the U.S. trade laws behind the Special 301 priority list do not require any actual violation of international laws. 93 Rather, the U.S. may initiate proceedings against any "unjustifiable" act of a foreign government that "burdens or restricts" U.S. commerce. 94 Failure of other countries to provide desired IP laws has been deemed to suffice. The U.S. has previously used this procedure to force other countries to agree to standards beyond those required by TRIPS. Although Special 301 may not be compliant with the WTO and has in fact been previously subject to a review under the WTO, the U.S. has not shied away from using this trade act. 
Issues on the Horizon
The current challenges to balancing public health interests against patent rights required under TRIPS are likely only to become more severe. In particular, as the scope of WTO member countries continues to increase, there are fewer places for nations to find low-cost generic drugs. The changing landscape of full patent protection of TRIPS will be a particular concern to the global AIDS crisis in developing countries. While some countries such as Brazil have been able to make substantial inroads in treating HIV through low cost generic medicines, many HIV patients are now becoming resistant to 'first-line" HIV treatments and need access to newer, and likely patented drugs. The "second-line" treatments used to treat drug-resistant AIDS patients can cost from seven to twenty-eight times the price of the unpatented generics on an annual basis. 96 To the extent that such drugs are patented and countries prohibited from using compulsory licenses -either because of narrow interpretations of TRIPS, or because of challenges beyond TRIPS, there could be a serious public health crisis.
The ability of India to continue to make generic drugs is of particular concern. Presently, India provides the majority of generic HIV medications, but its ability to 91 Office of the USTR (2007). This report is an annual report by the United States Trade Representatives office concerning global intellectual property issues that is conducted pursuant to section 301 of the U.S. Trade Act of 1974. The report not only describes perceived deficiencies in the protection or enforcement of intellectual property, but also designates different priority status to countries. A country designated as a priority watch is given heightened attention over one that is merely listed as a watch country. 92 Office of the USTR (2007). The same document claims that the United States "is firmly of the view that international obligations such as those in the TRIPS Agreement have sufficient flexibility to allow countries . . . to address the serious public health problems that they face." Office of the USTR (2007: 12) . 93 continue to do so is unclear. India actually has several provisions under its current patent law that soften its transition to providing patents on products, as opposed to solely processes of making drugs. First, as previously discussed, some generic manufacturers can continue to make generic versions of drugs that they were making prior to 2005 subject to a compulsory license if they have made a "substantial investment" and if the Indian law permitting them to do so remains unchallenged by a WTO panel. Perhaps of greater importance for new drugs subject to patent applications after 2005 is the longterm status of section 3(d) of India's patent law that currently prohibits patents on slight variations of prior patented compounds unless they show improved efficacy. The Novartis decision allows this provision to remain in effect, but given the significance of this law to patent owners, it will likely be subject to future challenges. While the law remains effective, the Indian patent office has a powerful weapon to deny patents on variations of old HIV compounds that do not show increased efficacy, which can then enable the Indian generics drug industry to continue to be a major supply for developing countries worldwide.
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Moreover, for developing countries that do not have the ability to manufacture lower-cost drugs, even if they could issue a compulsory license, the issue is of particular concern. While there is technically a "solution" under TRIPS to enable such countries to import patented drugs from a different country, the solution involves complex procedures that make the normal requirements for compulsory licenses pale by comparison. 98 In the four years since this option has been available, only two developing countries, Rwanda and Nepal have attempted to use this option, with the results still unclear.
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Parallel Imports
Controversy may also move away from compulsory licensing and more towards discussion of whether to permit parallel imports. This is sometimes also referred to as a question of whether to recognize international exhaustion of patent rights. TRIPS does not explicitly state whether a nation must also exclude others from importing the patented invention if it has been previously sold under patent in a different country. Rather, TRIPS simply states that parallel imports shall not be the subject of dispute settlement proceedings under TRIPS. 100 In addition, the Doha Public Health Declaration technically affirms the right of each country to use this principle; in particular, it states that TRIPS is intended to "leave each Member free to establish its own regime for such exhaustion without challenge." 101 However, since other affirmed "rights" under the Doha Public Health declaration have been challenged, such as the right of each nation to determine what subject matter is appropriate for compulsory licensing, this right may be as well.
The controversy focuses on whether a country may preclude importation of patented products that were previously sold in a different country subject to patent rights. Anderson, Feb. 20, 2008; Allen, Feb. 27, 2008. If a country recognizes international exhaustion of patent rights that means that it considers a patent owners rights in a patented product to be "exhausted" by the first sale of the product anywhere in the world. For example, if a patented product was first sold in Canada, the patent owner could not then try to claim that its importation right in India was infringed if India recognized international exhaustion. On the other hand, for a country that does not recognize international exhaustion, such as the United States, the fact that a patented product was subject to an authorized sale in Canada would not bar the patent owner from also exercising its rights at the border of the United States to prevent importation.
Permitting parallel imports is touted as consumer-friendly since it enables drugs to be sold at a lower price in the second country. Pharmaceutical companies, on the other hand, assert that parallel imports are dangerous since counterfeiting might be involved. Moreover, even if the parallel imports are from a legitimate source, they also object to exhaustion of patent rights since their current business model relies on price discrimination amongst different markets. If consumers are free to buy the cheapest product that is globally available, the differing national prices set by drug companies become irrelevant.
The utility of parallel imports may be diminished in a world where most countries provide patent protection, but it would not be entirely eliminated. In particular, even if patent protection existed in all countries, that does not mean that drug costs would be uniform. Indeed, even among developed countries that currently provide patent protection, there is a great differential in prices. This is largely a function of whether national governments demand lower prices for drugs. But, regardless of the reason, to the extent that there is any differential, there still remains some utility to parallel imports. However, given the controversy of this topic at TRIPS, continued controversy is likely if countries attempt to more aggressively use this option.
II.
Beyond TRIPS
A. TRIPS-Plus Agreements
The most significant development in the decade since TRIPS was signed is the proliferation of "TRIPS-plus" agreements that require member countries to embrace standards of intellectual property that go beyond TRIPS. In general, these are bilateral or regional free trade agreements (FTAs) negotiated between a major industrialized country (such as the U.S. or Canada) and a developing country. 102 As with the WTO Agreement, these subsequent agreements involve countries agreeing to higher intellectual property standards as part of a bargain for increased market access. This part highlights some 102 To a lesser extent, there are also bilateral investment agreements that require intellectual property standards or condition trade benefits on the level of intellectual property rights in force. E.g., Andean Trade Preference Act, 19 U.S.C. § 3202(d) (9) (2000); Caribbean Basin Economic Recovery Act, 19 U.S.C. § 2702(c)(9). In addition, a committee under the auspices of WIPO is negotiating draft treaty on standards of patentability, the Substantive Patent Law Treaty ("SPLT"). WIPO (2003) ; GRAIN (2002: 3) (noting that if successful, the SPLT "could make . . . TRIPS . . . obsolete" to the extent that TRIPS only provides the minimum, whereas the SPLT "will spell out the top and the bottom line"). However, discussions have largely stalled on that agreement. E.g., WIPO (2004: ¶ 7) . typical requirements of FTAs regarding patentability, patent rights, and data protection.
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Patentability
Whereas TRIPS allowed countries some flexibility in defining the terms of patentability to meet their individual needs, subsequent FTAs further infringe on that limited flexibility. For example, whereas TRIPS allows countries to define what constitutes "new" and "patentable," some TRIPS-plus agreements explicitly limit national discretion to define these terms. Some agreements specify that a new use of a previously known compound is per se patentable subject matter, thereby nullifying prior flexibility under TRIPS. 104 In addition, some agreements provide that an invention may be considered novel even if it was publicly disclosed prior to the patent application by the inventor.
105 While this is consistent with United States law, it is a more permissive standard, resulting in more patents -which could negatively impact public health -than what TRIPS requires.
106
National ability to assess patentability is also limited in some FTAs through provisions that limit the ability for thorough review of patent applications. In particular, some FTAs specifically restrict countries from permitting third parties to oppose the issuance of patents until after the patent is granted. 107 In contrast, TRIPS only dictates that enforcement provisions exist for granted patents. Accordingly, since India is not a signatory to any FTA, India is able to permit third parties to bolster the patent review process by filing oppositions both prior to patent issuance as well as after patent issuance. The pre-grant oppositions seem to be particularly important; indeed, the denial of an India Glivec patent seems to have been prompted by a pre-grant opposition filed by the Cancer Patient Aid Association of India.
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Patent Term
The patent term in many TRIPS-plus agreements goes beyond the TRIPS requirement that the term not end before twenty years from the date of application. In particular, many agreements allow for extension of the patent term if there are "unreasonable delays" in the patent examination.
109 "Unreasonable delays" may be as 103 See, e.g., Free Trade Agreement, art. 17.9 ; Chile FTA, art 15.9; U.S.-Morocco. In addition, some agreements do not set specific requirements, but rather mandate adoption of the "highest international standards" of intellectual property rights. See, e.g art. 18.8, ] , (stating that the "Parties confirm that patents shall be available for any new uses or methods of using a known product."). 105 See, e.g., United States -Panama Trade Promotion Agreement, art. 15.9(7) (noting that public disclosures by the inventor within one year of application shall not be considered in assessing whether the invention is novel or has inventive step); U.S.-Korea FTA, art. 18.8(7) (noting that public disclosures "made or authorized by, or derived from, the patent applicant" within one year of the patent application shall be disregarded in assessing novelty and inventive step). 106 See 35 USC 102(b)(providing a grace period for disclosures that exist one year prior to the patent application); 107 See, e.g., art. 18.8(4) (noting that if opposition proceedings are provided to third parties, "a party shall not make such proceedings available fore the grant of the patent.") 108 See, e.g. MSF (2006) . 109 See, e.g., US-Oman FTA, art. 15.8(6)(a); Trade Promotion Agreement, U.S.-Peru (2006), art. 16.9(6)(a); US-Australia FTA, art. 17.9(8)(a); US-Korea FTA, art. 18.8(6)(a) (defining "unreasonable delay" as including a period of more than four years from the date of filing of an application). few as four years from the date of filing or two years from the request for examination. 110 Some agreements also allow for a further extension of a patent term for activity that occurs outside the patent office. For example, some require an extension of the patent term if marketing approval for sale of a patented drug results in "unreasonable curtailment" of the effective patent term. 111 The rationale for extending the patent term of such patented drugs is that marketing approval is based upon clinical data that often does not exist at the time of the patent application, such that marketing approval is often not granted until after patent issuance; because the patented drug can not be sold without marketing approval, the effective patent term may be shortened. 112 The required patent term extensions under TRIPS-plus agreements for marketing approval delays essentially provide protection to pharmaceutical patent owners that the WTO panel considered beyond the scope of patent rights in the Canada-Patent Protection of Pharmaceutical Products decision. Although that decision focused on whether generic manufacturers were liable for making the patented invention during the patent term for regulatory approval, in the course of addressing this ultimate issue, the panel found that there was no "legitimate interest" for pharmaceutical patent owners to maintain an effective patent term equivalent to that of patent owners who did not need regulatory approval to make use of their inventions.
113 However, for countries that are members to TRIPS-plus agreements, this panel finding is de facto inapplicable.
Limited Compulsory Licensing
FTAs also limit compulsory licensing beyond TRIPS. Whereas TRIPS does not specify the grounds under which compulsory licensing may be permitted, and the Doha Public Health Declaration purports to leave this matter within the discretion of national authorities, currently negotiated TRIPS-plus agreements limit circumstances under which developing nations may issue compulsory licenses authorizing generic manufacturers to produce lower cost versions of patented drugs. 114 The Singapore agreement, for example, limits compulsory licensing to remedying anti-competitive behavior, public noncommercial use, and national emergencies. 115 Moreover, some FTAs entirely omit any provision that is analogous to the compulsory licensing provision of TRIPS article 31; rather, the only exception to patent rights is a provision similar to TRIPS article 30, which only provides "limited exception" from patent rights.
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Even for FTAs that do not have provisions explicitly governing compulsory licensing, other provisions may impede use of patented inventions. In particular, 110 See, e.g., Peru TPA, art. 16.9(6)(a). Alternatively, others define unreasonable delay as four years from filing or two years from a request for examination, whichever is later. See, e.g., Australia FTA, art. 17.9(8) See, e.g., Free Trade Agreement, U.S.-Sing (2003) , art. 16.8(4)(a); US-Chile FTA, art. 17.10(2)(a); CAFTA, art. 15.9(6)(b); Korea FTA, art. 18.8(6)(b) . Similarly, where countries allow marketing approval based upon approval in another country, a patent term extension may be required in some cases based upon a delay in that other country's approval process. See, e.g., US-Singapore (2003) FTA, art. 16.7(8) . 112 See, e.g., Cong. Budget Office (1998: ch. 4 ) (noting that the average "effective" patent term is about eleven to twelve years).
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The panel noted that "[o]n balance . . . the interest claimed on behalf of patent owners whose effective period of market exclusivity had been reduced by delays in marketing approval was neither so compelling nor so widely recognized that it could be regarded as a 'legitimate interest' within the meaning of Article 30." WTO Report, Canada Generics, para. 7.82 (emphasis added). 114 In particular, the agreement stated that " [e] ach Member has the right to grant compulsory licenses and the freedom to determine the grounds upon which such licenses are granted." Doha Public Health Declaration, para. 5(b).
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Singapore FTA, art. 16.7(6)(a) (anti-competitive practices); Singapore FTA, 16.7(6)(b) (public non-commercial use or national emergencies). 116 See, e.g., Korea FTA art. 18.8(3) , Panama TPA art. 15.9(3) and Columbia FTA art. 16.9(3)(providing for "limited exceptions" to the patent rights in a manner similar to TRIPS article 30, but without any mention of other uses similar to TRIPS article 31). compulsory licensing may be a non-issue if a generic drug company cannot obtain the regulatory approval necessary to sell a drug because of rules that prevent the generic company from relying on the data of the patent owner. Although TRIPS does provide protection for information submitted by a patent owner to government agencies for regulatory approval, it is only against "unfair commercial use." 117 In subsequent agreements, the scope of protection is more explicit and expansive. Whereas TRIPS does not provide any timing requirements, most subsequent agreements mandate that no one other than the originator of the information can use it for five to ten years.
118 During this time, the patent owner de facto becomes the only possible manufacturer and seller of patented drugs, with the concomitant result of higher priced drugs to consumers. In addition, the period of de facto monopoly to the patent owner may be increasing. For example, in one of the most recent agreements, Russia appears to have agreed to protect undisclosed test data for at least six years. This agreement also suggests that the data is barred from public non-commercial use, although TRIPS explicitly requires only that such information be protected against unfair commercial use.
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While large pharmaceutical companies allege that data protection is necessary to recoup the investment in creating the clinical data they submit, the data protection necessarily delays the availability of generic drugs if manufacturers of generic drugs are not permitted to rely on similar data. 120 The patent owner and originator of the data may suggest that generic manufacturers are not impeded since they could create their own clinical data. However, generic manufacturers typically operate on slim profit margins since they do not own patents, but rather, they manufacture and sell off-patent drugs in open competition with other generic companies, as well as the patent owner. From a public health perspective, permitting a second company to rely on existing clinical data on efficacy, rather than forcing the second company to generate its own expensive data would enable a generic manufacturer to enter a market and provide lower cost drugs to consumers.
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Some FTAs entitle the patent owner to a commercial monopoly if the patent term expires before the period of data protection. 122 In addition, other FTA provisions delay the approval of generic drugs by precluding reliance on information submitted for marketing approval during the term of the patent. See, e.g., North American Free Trade Agreement (1992) , art. 1711(6) (requiring member states to provide protection to test data for a "reasonable" time, which is explicitly defined as lasting at least five years); Chile FTA, art. 17.10(1) (requiring five years of data protection of pharmaceutical products that use a "new chemical entity"); Singapore FTA, art. 16.8(2) (requiring five years of protection for test data of pharmaceutical products-a category perceived as broader than new chemical entities); CAFTA, art. 15(10) (providing five years of protection for pharmaceutical products); FTAA, ch. XX, subsec. B.2.j, art. 1.2 (providing for at least five years of non-reliance on test data for marketing approval); Oman FTA, art. 15.9(1)(a) (providing at least five years for pharmaceuticals and ten years for agricultural chemical products); Peru TPA, art. 16.10(1)(a) (providing at least five years for pharmaceuticals and ten years for agricultural chemical products); Australia FTA, art. 17.10 (providing at least five years for new pharmaceutical products and ten years for agricultural chemical products). In addition, it may be arguably unethical to even require patients to undergo duplicative tests where scientific protocol would require some patients be precluded from obtaining known therapeutic treatment if they were in a "control" group. 122 See, e.g., Korea FTA, art. 18.9(3); Columbia FTA, art. 16.10(2). 123 See, e.g., Peru FTA, art. 16.10.3(a); Columbia FTA, art. 16.9.6; Panama FTA, art. 15.9.6 .
No Parallel Imports
In addition to limiting compulsory licensing, some countries have utilized TRIPSplus agreements to obtain a clear bar against use of parallel imports. Some of these agreements prohibit developing countries from importing patented drugs from countries that sell them at the lowest price; that is, they prohibit parallel importation and reject the principle of international exhaustion. For example, the U.S.-Singapore and U.S.-Morocco Free Trade Agreements limit parallel importation by requiring member countries to provide patent holders with the means to block importation of patented drugs if it violates a distribution agreement.
B. Counter-Movements
Although FTAs continue to be negotiated, there are some signs that the tide is turning, or that there are at least alternative approaches being discussed and proposed. This section highlights some of these alternative approaches. In particular, shifting public support and scrutiny of FTAs are discussed. In addition, contrary paradigm proposals to TRIPS-plus agreements are also highlighted. Although the competing paradigms are a long-shot for adoption in their current form, discussion and consideration of these approaches may help to shift the focus away from ever-increasing rights for owners of intellectual property.
FTA -Shifting Tide
One remarkable shift is that the breadth of some previously negotiated FTAs may actually be limited. For example, the United States Trade Representatives announced new trade rules for FTAs with developing countries that aim to strike a better balance between promoting innovation and public health rights. 125 Although the actual language of the FTAs remains to be both crafted and approved by Congress (as well as the other countries), Congress did provide a bilateral agreement of principles, including the fact that the "side letter" currently included as part of the noted FTAs should be made a part of the text of the FTA. 126 In addition, the EU Parliament separately adopted ad resolution that called on the EU Council to prevent negotiations of drug-related TRIPS-plus provisions that impact public health and access to medicines, with specific reference to data exclusivity, patent extensions and limits on grounds of compulsory licenses.
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Access to Singapore FTA, art. 16.7(2)-(3); Morocco FTA, art. 15.9(4); see also FTAA, ch. XX, subsec. B.2.e, art. 7.1 (technically permitting parallel imports, but requiring members to review their domestic laws "with a view to adopting at least the principle of regional exhaustion" within five years). There is a separate movement to promote a treaty that embodies a norm contrary to the one in TRIPS. In particular, there is a proposed Treaty on Access to Knowledge ("A2K") that aims to ensure a true balance between intellectual property owners and users; A2K was initially proposed in A2k and has been subject to continued discussion since then.
128 While TRIPS has language concerning balance, the interpretation of TRIPS thus far tilts predominantly in favor of rights holders. The A2k framework, on the other hand, utilizes a minimum standards framework, but for a contrary purpose to TRIPS. Whereas TRIPS requires all members to adopt certain minimum levels of protection, A2K suggests all members adopt certain minimum standards of access.
129
A2K directly challenges the scope of patentable subject matter as well as patent rights under TRIPS. For example, A2K suggests excluding higher life forms from patentability.
130 This is in direct contravention to TRIPS article 27(3)(b) as well as the law of many industrialized countries that require higher life forms to be patented. With respect to patent rights, A2K suggests a safe harbor from infringement for improvement inventions, as well as "compassionate use" of medicine and medical technology.
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Although the phrase "compassionate use" may lead to a quagmire of interpretive problems, the suggestion that patents be used for promoting public health is important and a novel suggestion in the international framework. Indeed, domestic laws may allow far less than compassionate use. For example, in the United States there is no statutory safe harbor, and common law exclusions for experimental use have been narrowly interpreted.
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Specific suggestions on how to balance health issues with patent rights were also embraced in a draft text for a "Paris Accord," discussed at a meeting of the Transatlantic Consumer Dialogue ("TACD") in June 2006. 133 The goal of the Accord echoes that of A2K in aiming to provide a balanced approach. In particular, it declares that "science depends upon access to knowledge" and that intellectual property rules "should not prevent experimental use." 134 In addition, it sets forth specific proposals that stand in contravention of most TRIPS-plus rules regarding data exclusivity. The proposal suggests that "methods of protecting investments in clinical trials for new medicines should not prevent governments from making medicines available at affordable prices or require unethical or unnecessary replication of human experiments."
135 In other words, rules providing data exclusivity that are premised on the necessity to protect financial 128 For example, Yale Law School has hosted two major conferences on A2K that brought together academics as well as activists. See Yale Access to Knowledge Conference, http://research.yale.edu/isp/eventsa2k.html (last visited Feb. 16, 2007) . Additional information about the substance of the conference and subsequent discussions is available on a wiki at http://research.yale.edu/isp/a2k/wiki/index.php/Yale_A2K_Conference (last visited Feb. 16, 2007) . Univ., 307 F.3d 1351 , 1360 -62 (Fed. Cir. 2002 . But see Merck KGaA v. Integra Lifesciences I, Ltd., 545 U.S. 193, 202 (2005) (providing a slightly expanded interpretation of a limited statutory provision exempting certain activity from the scope of infringement). The lack of exceptions to patent infringement has been repeatedly noted as a problem, but despite repeated discussion of the issue, there has been no change thus far to the patent laws. See generally, Eisenberg (1989 Eisenberg ( :1017 ; O'Rourke (2000 O'Rourke ( :1177 . 133 Draft Paris Accord, June 17, 2006. The TACD is comprised of over sixty U.S. and EU consumer organizations that aim to propose joint recommendations to their respective governments. See TACD, About TACD, http://www.tacd.org/about/about.htm (last visited Feb. 16, 2007) .
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Draft Paris Accord, 2. 135 Ibid. investment in clinical trials should not function in a way that would interfere with public access to medicine. The more difficult question is how to achieve this goal-especially in light of TRIPS-plus agreements that may already interfere with public health. In addition to supporting A2K goals, the draft text also supports a global agreement to better support financing of drug research 136 and specifically rejects the traditional business model of multinational pharmaceutical companies that uses high drug prices to finance research. 137 Most recently, some A2K goals entered mainstream political discussions within the World Intellectual Property Organization (WIPO). In particular, WIPO members agreed to "initiate discussions on how, within WIPO's mandate, to further facilitate access to knowledge and technology for developing countries and LDCs." 138 In addition, the member states agreed that WIPO should "promote norm-setting activities related to IP that support a robust public domain." 139 While the WIPO discussions lack the detail of prior proposals of A2K, the inclusion of A2k principles is nonetheless noteworthy and seen as a major step forward. 140 Although the WIPO general assembly must still approve the report, the consensus is considered a major achievement; one report suggested that the discussion "potentially rewrote the UN Body's mandate." 141 
Research &Development -Proposed Treaty
Beyond the aspirational goals embodied in A2K-type proposals, there are additional proposals to radically modify current systems in order to achieve a better balance between patents and public health. These proposals involve both systems for promoting health research and systems to address intellectual property barriers. For example, some have suggested global research and development treaties that would ask countries to adopt a variety of different mechanisms to support all diseases, rather than those deemed most profitable by pharmaceutical companies. 142 Some proposals suggest that countries should provide differing amounts of support for research based upon their national income levels. Others suggest giving trade credits to countries that foster projects promoting social or public interest objectives. One of the boldest suggestions for addressing the TRIPS-plus movement lies in the Medical Research and Development Treaty Proposal of 2005, which suggests that countries not only develop alternative means for supporting research, but also forego dispute resolution and trade sanctions under various trade agreements. Rather, countries would utilize the treaty framework to support innovation. 143 An interesting recent development is the resolution by the World Health Organization to take a greater role in promoting development of research and access to drugs. At the annual WHO summit, member states adopted a resolution that not only encouraged the organization to provide support to countries that "intend to make use of the flexibilities" in TRIPS, but also to "encourage the development of proposals for health-needs driven research and development" that would include a range of incentive mechanisms.
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The resolution is particularly noteworthy since just one month previously, members were divided with respect to WHO's appropriate role both with respect to TRIPS, as well as with respect to proposals to foster research and development. 145 
CONCLUSION
The final chapter of how patents and public health are balanced is still not written. However, this chapter hopefully at least provides an outline of current issues that are important to understanding the current framework, as well as possible competing frameworks. While the trend towards TRIPS-plus agreements and aggressive enforcement of patent rights may be troubling, the bold and creative actions of countries such as India and Thailand in the face of this environment suggest that the battle is far from over. In fact, the idea that a balance is necessary seems to have captured the attention of stakeholders beyond patent owners such that the future may hold a more balanced calibration.
